
 

U.S. Food & Drug Administration 

10903 New Hampshire Avenue          D o c  I D #  0 4 0 1 7 . 0 4 . 0 8  

Silver Spring, MD 20993  

www.fda.gov 

 

 

 

 

 

 

       November 12, 2019 

 

PENTAX of America, Inc. 

William Goeller 

Vice President, Quality and Regulatory Affairs 

3 Paragon Drive 

Montvale, NJ  07645-1782  

 

Re:   K190799 

Trade/Device Name: PENTAX Medical Video Upper GI Scopes (EG Family) 

Regulation Number:  21 CFR 876.1500 

Regulation Name:  Endoscope and Accessories 

Regulatory Class:  II 

Product Code:  FDS 

Dated:  October 23, 2019 

Received:  October 24, 2019 

 

Dear William Goeller: 

 

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced 

above and have determined the device is substantially equivalent (for the indications for use stated in the 

enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 

enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 

with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 

premarket approval application (PMA). You may, therefore, market the device, subject to the general 

controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 

some cleared products may instead be combination products. The 510(k) Premarket Notification Database 

located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 

product submissions. The general controls provisions of the Act include requirements for annual registration, 

listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 

adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 

remind you, however, that device labeling must be truthful and not misleading. 

 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 

subject to additional controls. Existing major regulations affecting your device can be found in the Code of 

Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 

concerning your device in the Federal Register. 

 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 

has made a determination that your device complies with other requirements of the Act or any Federal 

statutes and regulations administered by other Federal agencies. You must comply with all the Act's 

requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
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801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 

devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 

https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-

combination-products); good manufacturing practice requirements as set forth in the quality systems (QS) 

regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 

combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-

542 of the Act); 21 CFR 1000-1050. 

 

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 

803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-

mdr-how-report-medical-device-problems. 

 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 

information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-

devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 

(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 

Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 

the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-

assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 

by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

 

Sincerely, 

 

 

 

for 

Martha W. Betz, Ph.D. 

Acting Assistant Director 

DHT3A: Division of Renal, 

    Gastrointestinal, Obesity 

    and Transplant Devices 

OHT3: Office of Gastrorenal, ObGyn, 

    General Hospital and Urology Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

 

Enclosure  

 

 

https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-report-medical-device-problems
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-report-medical-device-problems
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
mailto:%20DICE@fda.hhs.gov


FORM FDA 3881 (7/17) Page 1 of 1 PSC Publishing Services (301) 443-6740       EF

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: 06/30/2020
See PRA Statement below.

510(k) Number (if known)

Device Name
PENTAX Medical Video Upper GI Scopes (EG Family)

Indications for Use (Describe)
This instrument is intended to be used with a PENTAX video processor (including light source), documentation
equipment, monitor, Endotherapy Device such as a Biopsy Forceps, and other ancillary equipment for endoscopy and
endoscopic surgery within the upper digestive tract including the esophagus, stomach, and duodenum.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete  
and review the collection of information. Send comments regarding this burden estimate or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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PENTAX Medical Video Upper G.I. (EG Family) Optimized IFU 
Traditional 510(k) Submission 

P E N T A X  M e d i c a l  C o n f i d e n t i a l

510(k) Summary 

I. SUBMITTER

PENTAX of America, Inc., 
HOYA Corporation PENTAX Division 
3 Paragon Drive 
Montvale, New Jersey 07645-1782 
Phone:  201-571-2318 Ext 2318  
Fax:  201-571-2340 

Contact: William Goeller 
Date Prepared:  March 14, 2019 

II. DEVICE

The purpose of this 510(k) is to obtain clearance for revised reprocessing instructions which 
include optimized manual pre-cleaning and cleaning instructions for the PENTAX Medical Video 
Upper GI Scopes (EG Family), its components, and its accessories.  There are no other changes to 
the reprocessing instructions for use, nor are there any changes to the design, intended use, or 
indications for use of the EG Family of endoscopes.   

Table 5.1: Regulatory Classification of PENTAX Medical Video Upper GI Scopes.  

Device Name PENTAX Medical Video Upper GI Scopes (EG Family) 

510(k) Number K190799 

Common Name Gastroscope And Accessories, Flexible/Rigid 

Classification Name Endoscope and accessories 

Regulation No. 21 CFR 876.1500 

Device Class 2 

Product Code FDS 

Classification Panel Gastroenterology/ Urology 

III. PREDICATE DEVICES

The predicate device for this submission is also the subject of this submission, the PENTAX 
Medical Video Upper G.I. scopes (EG Family) (K131902).  The predicate device is identical to the 
device subject to this 510(k); the only change relates to the manual pre-cleaning and cleaning 
portions of the reprocessing instructions to streamline the instructions and improve clarity.  No 
changes are being made to the high-level disinfection instructions or any other portion of the 
instructions for use. 
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PENTAX Medical Video Upper G.I. (EG Family) Optimized IFU 
Traditional 510(k) Submission 

P E N T A X  M e d i c a l  C o n f i d e n t i a l

IV. REFERENCE DEVICES

The PENTAX Video Colonoscopes (EC Family) K181084 have recently obtained clearance for the 
similarly revised reprocessing instructions which include the optimized manual pre-cleaning and 
cleaning instructions for the PENTAX Medical Video Colonoscopes (EC Family), its components, 
and its accessories. Because of the similarities in design and reprocessing instructions between 
the cleared EC family (K181084) and the subject EG family of scopes, and the fact that EC master 
scopes as well as accessories apply to EG reprocessing validation process, the former will be 
used as the reference device for the EG family of scopes with revised reprocessing instructions. 
The rationale for the selection of master scopes is documented in the Reprocessing validation 
plan for 90i/90K/i10 series EG family (EX-062-0139). 

V. DEVICE DESCRIPTION

The subject device is identical to the predicate device.  There are no changes to the design, 
specifications, or technological characteristics of the PENTAX Medical Video Upper GI Scopes as 
described in K131902.  The associated model numbers for the PENTAX Medical Video Upper GI 
Scopes are provided in Table 5.2. 

Table 5.2: Model Numbers Associated with the PENTAX Medical Video Upper GI Scopes 

PENTAX Video Upper G.I. scopes (EG Family) 

EG-2990i EG-1690K EG-2790K EG-3490K EG27-i10 

EG-2790i EG-2490K EG-2990K EG-3890TK EG29-i10 

The PENTAX Medical Video Upper G.I. scopes (EG Family) are used with Video Processors.  They 
are composed of three main components: Insertion Portion, Control Body and PVE Connector. 

The Insertion Portion is inserted into the body cavity of patient. The Insertion Portion includes 
the Distal End and Bending Section. The Objective Lens, Light Guide, and Instrument Channel are 
located on the Distal End of the Insertion Portion.  The Distal End also contains an Air/Water 
Nozzle and Water Jet Nozzle.  This Air/Water Feeding System is used to deliver the air and water 
to the Objective Lens.  

The Control Body is held by the user's hand. The Control Body includes the Angulation Control 
lever used to operate the endoscope angulation; Suction Cylinder and Suction Nipple for 
suctioning fluid and air in the body cavity; Remote Button used to operate the function of video 
processor; and Instrument Channel Inlet used to insert endotherapy devices, such as biopsy 
forceps, into the body cavity. 

The GI Family of scopes also contains a Magnification Control Lever used to magnify the image 
on the video monitor, as necessary. As this magnification function is performed electrically, 
focus and depth of field are not changed. 
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PENTAX Medical Video Upper G.I. (EG Family) Optimized IFU 
Traditional 510(k) Submission 

P E N T A X  M e d i c a l  C o n f i d e n t i a l

The PVE Connector is connected to the Video Processor via an Electrical Contacts. The PVE 
Connector includes the Electrical Contacts and Light Guide Plug. The Light Guide Plug is 
connected to the Light Source inside the Video Processor. The Light Guide of the Distal End is 
used to illuminate the body cavity by light that is carried through the Light Carrying Bundle. The 
Light Carrying Bundle guides the light from Light Guide Plug that is connected to the Light 
Source. The CCD built into the Distal End receives reflected light (image data) from the body 
cavity, and sends the image data to the Video Processor through the video cable. The image 
data are converted into the image signal by the Video Processor, and the image inside the body 
cavity is displayed on the Monitor. 

The PENTAX Medical Video Upper G.I. scopes are reusable semi-critical devices. Since they are 
packaged non-sterile, they must be high-level disinfected or sterilized before initial use. Prior to 
each subsequent procedure, they must be subjected to an appropriate cleaning and either high-
level disinfection or sterilization processes. 

VI. INDICATIONS FOR USE

There are no changes to the Indications for Use for the subject device.  The sole purpose of this 
510(k) is to modify the manual pre-cleaning and cleaning portions of the instructions to 
streamline them and improve clarity.  No changes are being made to the high-level disinfection 
instructions. 

This instrument is intended to be used with a PENTAX video processor (including light source), 
documentation equipment, monitor, Endotherapy Device such as a Biopsy Forceps, and other 
ancillary equipment for endoscopy and endoscopic surgery within the upper digestive tract 
including the esophagus, stomach, and duodenum. 

VII. COMPARISON OF TECHNOLOGY CHARACTERISTICS WITH THE PREDICATE

The subject device is identical to the predicate device.  The subject device has the same 
fundamental technology and operating principles of the predicate device, including the same 
intended use and design technological characteristics, such as Insertion Portion, Control Body 
and fiberoptic illumination.  There are no differences in specifications, including, but not limited 
to, the depth of field, distal end width, insertion tube width, instrument channel width, and total 
length. The sole difference between the subject and predicate device is that the reprocessing 
instructions have been modified.  This modification does not impact the intended use and does 
not raise different questions of safety and effectiveness.  

VIII. PERFORMANCE DATA

The optimization of the reprocessing instructions for the PENTAX Medical Video Upper GI 
scopes do not affect the biocompatibility, electrical safety, electromagnetic compatibility, 
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PENTAX Medical Video Upper G.I. (EG Family) Optimized IFU 
Traditional 510(k) Submission 

P E N T A X  M e d i c a l  C o n f i d e n t i a l

software verification and validation, or performance testing for the scopes. 

Reprocessing validation data is provided to support the equivalence of the subject and predicate 
devices, including soil accumulation and cleaning efficiency studies. 

VIII. CONCLUSION

The subject device is identical to the predicate device.  The subject device has the same 
intended use and technological characteristics as the predicate device.  There are no changes to 
the design of the subject device.   

The data submitted support the optimization of reprocessing instructions for the PENTAX 
Medical Video Upper G.I. scopes demonstrate that the scopes can be reprocessed in a safe and 
effective manner.  

The data provided in this 510(k) Premarket Notification support the equivalence of the subject 
and predicate devices.   
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